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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 6-22-09 
has been entered. 

Election/Restrictions 

Newly submitted claims 67-70 are directed to an invention that is independent or 
distinct from the invention originally claimed for the following reasons: The new claims 
are related to the claims already examined as combination/subcombination. 

Inventions in this relationship are distinct if it can be shown that (1) the 

combination as claimed does not require the particulars of the subcombination as 

claimed for patentability, and (2) that the subcombination has utility by itself or in other 

combinations (MPEP § 806.05(c)). In the instant case, the combination as claimed 

does not require the particulars of the subcombination as claimed for patentability 

because even if the subcombination is unpatentable, the combination of the 

subcomponent bound to a surface might be patentable. The subcombination has 

separate utility such as a targeting moiety in a micelle or lyposome. 

The examiner has required restriction between combination and subcombination 
inventions. Where applicant elects a subcombination, and claims thereto are 
subsequently found allowable, any claim(s) depending from or otherwise requiring all 
the limitations of the allowable subcombination will be examined for patentability in 
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accordance with 37 CFR 1 .1 04. See MPEP § 821 .04(a). Applicant is advised that if 
any claim presented in a continuation or divisional application is anticipated by, or 
includes all the limitations of, a claim that is allowable in the present application, such 
claim may be subject to provisional statutory and/or nonstatutory double patenting 
rejections over the claims of the instant application. 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for 
prosecution on the merits. The inventions are distinct, each from the other because of 
the following reasons: 

Accordingly, claims 67-70 are withdrawn from consideration as being directed to 
a non-elected invention. See 37 CFR 1 .142(b) and MPEP § 821 .03. 

Pursuant to the amendment, claims 1-3, 5, 9-33, 36-38, 41-44, 60-63, and 66-70 
are pending; claims 16-32, 60-63, and 66-70 are withdrawn; claims 1-3, 5, 9-15, 33, 36- 
38, and 41-44 are treated on the merits in this action. 

The Examiner notes that claims 60-63 in the claim set submitted 6-15-09 have an 
improper status identifier. These claims should be identified as withdrawn. See the 
requirement for election/restriction mailed 12/17/2008, and the final office action mailed 
4/22/2009 which identified these claims as being withdrawn. Applicants have not 
argued that the withdrawal of these claims is improper, nor did they traverse the 
restriction requirement. As Applicants' had ample opportunity to traverse (both in the 
response to the election and in the response to the 4/22/09 action), any traversal at this 
point would not be timely. Applicants' future communications should indicate claims 60- 
63 as being withdrawn. 
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Claim Rejections - 35 USC § 102 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-3, 5, 11, 14, 15 and 33 remain rejected under 35 U.S.C. 102(e) as 
being anticipated by US 6,254,890 to Hirosue. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 5, 9-15, 33, 36-38 and 41-44 remain rejected under 35 U.S.C. 103(a) 
as being unpatentable over Hirosue in view of Domb. 

Response to Arguments 

Applicants' arguments were fully considered but are unpersuasive. 

Applicants first argue that the disclosure in Hirosue does not provide enablement 
or written description for the claimed invention. In response to the argument that the 
disclosure does not provide enablement, a disclosure is enabled if a person of ordinary 
skill could make and use it without undue experimentation. Undue experimentation is 
determined in light of the factors enumerated in MPEP 2164.01 . Applicants have not 
analyzed any of these factors, but instead have made a blanket conclusory statement 



that the prior art is not enabled. This argument therefore amounts to a mere allegation 
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of patentability, which cannot be persuasive. Furthermore, as demonstrated by the Gref 
article (cited on PTO 892), the synthesis of PEG-PLA was well known to the artisan by 
the time the Hirosue patent was filed. 

In their argument that the prior art lacks written description, Applicants focus on 
the term PEG-PLA in the prior art, and allege that this term is ambiguous for two 
reasons. First, Applicants allege that it is not clear whether the PEG-PLA refers to 
linear or branched polymer (Applicants' also repeat this argument later when alleging 
that the reference does not read on claims requiring "substantially linear" polymers); 
second, Applicants allege that it is unclear whether PEG-PLA in Hirosue refers to a 
diblock. With regard to Applicants' first point, the Odian reference (cited on PTO 892) 
demonstrates that block copolymers are linear by definition. Therefore when reading 
about a block copolymer, the artisan assumes that the block copolymer is linear unless 
the literature specifies otherwise. Because patent specifications, such as Hirosue, are 
written for a skilled artisan and not for a layperson, they do not need to state what the 
artisan already knows. Here, the artisan knows that block copolymers are linear absent 
some statement to the contrary. 

To support their contention that the term PEG-PLA might refer to a triblock rather 
than a diblock, Applicants' have sent an abstract that refers to PEG-PLA triblock 
copolymers. It is important to note that in this abstract, the PEG-PLA polymers are not 
called simply "PEG-PLA", but are specifically referred to as triblocks. There is a reason 
that the cited abstract specifically points out that the polymers referred to therein are 
triblocks. The Gref article (cited on PTO 892) at 1601 explains that there is an accepted 
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naming scheme for block copolymers of PEG with biodegradable polymers such as 
PLA, PCL, PGA, and the like. The accepted nomenclature is that the term PEG-R, 
where R is one of the abovementioned polymers, refers to the diblock of PEG and the 
polymer "R." This convention explains why Hirosue did not need to point out that the 
polymer is a diblock, whereas the abstract that Applicants' point to had to specifically 
point out that the abstract's polymer is a triblock. Hirosue was following the 
conventional naming system fordiblocks, and did not need to explain that naming 
system because the artisan would already have been aware of it. Applicants' abstract, 
on the other hand, was deviating from the conventional naming system, and therefore 
had to explain at length the naming system being used therein. 

Applicants' arguments with respect to the prior art's enablement and written 
description are presented from the point of view of a person unfamiliar with the art. This 
is not the appropriate viewpoint. Prior art is to be looked at through the eyes of a 
person of ordinary skill in the art. Such a skilled artisan would be familiar with the 
contents of Odian, an introductory textbook, and the Gref reference, a seminal paper in 
its field. The skilled artisan would therefore understand that the Examiner's 
interpretation of these references is correct, and that Applicants allegations of ambiguity 
are based on ignorance, not on any defect in the references. 

Applicants' next argue that Hirosue fails to disclose various aspects of the claims. 
Applicants' first such allegation is that Hirosue does not specify that the polymer is 
substantially linear. This argument addressed previously. Applicants' next allegation is 
that the Hirosue reference does not teach poly(ethylene glycol) amine. Applicants do, 
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however, specifically point to a teaching in Hirosue where N-hydroxysuccinimidyl esters 
are attached to the PEG portion of the copolymer. When Ny-hydroxysucinimide is 
attched to the terminus of PEG, it is by way of the nitrogen atom and the PEG terminius 
is in the form of an amine. Thus, Hirosue implicitly teaches amine terminated PEG. 
Applicants' remarks about claims 62 and 67-70 are not germane because those claims 
are withdrawn. 

Applicants make no new arguments with respect to the obviousness rejection, 
but merely allege that Domb fails to cure the supposed deficiencies in Hirosue. 
Because Hirosue is not deficient, this argument is not persuasive. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ERIC E. SILVERMAN whose telephone number is 
(571 )272-5549. The examiner can normally be reached on Monday to Thursday 7:00 
am to 5:00 pm and Friday 7:00 am to noon. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571 272 0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Eric E Silverman/ 

Primary Examiner, Art Unit 1618 



